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Tha Resistrant has sabomittel 2z guinea pig dermal sensitization study
11-v2 in support of both the 2usan 11-M3 and 3usan 11-¥4 recisiracions.
wrig s-udy was siomizzed in response tO an EPATreguest dated June 23, 193E.
T arancn 1T files contzin no information on any of these compounds.
Tr= 2 1zo2l for 3usan 11-¥3 (madified bariun metaborate), accompanying
“he report, indicates that 3uszn 11-M3 cow:%zns 52% Dariun n:*a'~ra:e
{a sredient).

Z.s3~ 1.-M. wzs tested at & concentration of 75% using an adaptation of the

meir Pizz and Bashler. Un:ﬁz tag conditions of the test, BIsan 11—F¢

3§ nowT. £O D2 & contadt 'sensitizer; hﬂwever, since no positive
- 2 st-= ] ‘13 historical positive control 6a

&s Suppiementary.
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CONCLUSION: Busan 1i-¥1 (733i-concentration in 3ist illes water) éid
t -t g
-

not snow any response diffsrent from that of naive conerols, under
tne conditions of the s+udy. Eowsver, there wa:: 70 pesitive control
ueilized in this study &nd no ~ata wsre presented to ghow that a
oositive contact dermel sensitizer cosld be ident 1fze-- with ths
orocedure utilized. There fov'e, this study does not sa=isfy the
::—?;Jire:'-::::t for this study type.

CIASSIFICATION: "*'a-s-o:‘.ma'tary, no positive control was utilized
zm% no historical conzrol da*a recarding positive contzdis usec at the

I
zing fazility were providad.
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Note: RAlthough the table on pa3e 12 of the final report, which iists the
runber of animals used in the various phases of the stady, indicates that

5 male and 3 female positive controlg wsre to be used in the primary challenge
phase, the protocol indicates the naive (5/sex) controls were used in the
challenge phase. In Tatle 2 of the final report (o 17), the &ata

pragen ted are identified as the results in Test Material in Posirive Control
Znimals. No posztl'e control cormpoynd was iden tifiei in either the finzal
report Or the proiodol. I ’

Zeselte: The only response oh srved in the induction phase of the study
wag glight pat c"y ervtnsﬁa {37 24 nours on ly), which lwas noted in one male
at the lowest dose test bqt not sz the three hichey doses to which he
a*s gxposed. &ll Other‘ma’ea showed no resction. o e female tested at

e 4 lowest dose levels showsd siicht na'c“y ervthemiz at 5.0%. The two

ales exposed to tha 4 hichest lovals both ¢ snonae» to ths 75%

cahcentration; one of thesz 2lso resoponded at the 50% lavel and the other
resconded at the 25% level. No animal displayed ec$ma at aay time point

Foliowing the challenge expcsure, fourteen out of 2§ test matgrial animals
and 9 out of 10 naive controis éis Tavec glight patdhy ervererma &t the
Z4-nour scoring psriod. At 48 hours, I test material animzls and 2 nalv

controls still displaved this response.

The body-weignt gzins were comparadle betwesn the na've controle and the

tast animaie. ’

CONCLLS’O&. Basan 11-Ml did not show any responss Gifferent from that. of
aive controls, under tPu conditions of the study. Eowever, thersz was no

uos;::va control ytilized in this s:acy and no ca°= &e:& presantss to

show thiat & positive contact S3rmal sensitizer could be identified wit
the procedare ut rilized. Thereiore, this study coes ro- satisfy “ne
recuiranent for this study tyoe.




